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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from ttie mailing date of ttiis communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133), 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )^ Responsive to communication(s) filed on 27 August 2009 . 
2a )^ This action is FINAL. 2b)\Z\ Tiiis action is non-final. 

3) Q Since tiiis application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 15-41 is/are pending in the application. 

4a) Of the above claim(s) 29-39 is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) KI Claim(s) 15-28 and 40-41 is/are rejected. 
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Application Papers 

9) D The specification is objected to by the Examiner. 

^0)\Z\ The drawing(s) filed on is/are: a)^ accepted or b)^ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
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3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
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DETAILED ACTION 

Applicants amendments to the claims and specification filed 08/27/2009 have 
been entered. Any objection/rejection from the previous office action filed 02/27/2009 
not addressed in the action below has been withdrawn. 

Response to Arguments 

Claims 15-17,19-21,23-24 and 26-28 are rejected under 35 U.S.C. 102(e) as 
being anticipated by Percel et al. (US 6,451 ,345 B1 ), for the reasons set forth in the 
previous office action filed 02/27/2009. 

Claims 15-24 and 26-28 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Percel et al. (US 6,451 ,345 B1), for the reasons set forth in the 
previous office action filed 02/27/2009. 

Applicant's arguments filed 08/27/2009 have been fully considered but they are 
not persuasive. Applicants assert that Percel cannot anticipate or render their claimed 
invention obvious because Percel only exemplifies Eudragit polymers such as L and S 
type that are soluble at higher pH and insoluble at lower pH whereas their presently 
claimed invention requires that the acrylic polymer is soluble at acidic pH. 

The examiner respectfully disagrees. Firstly Percel teaches the use of 
methacrylic acid-methylmethacrylate and methacrylic acid-ethylmethacrylate 
copolymers which is clearly broader than just Eudragit type L and S polymers. Secondly 
while Percel does use Eudragit L in the examples, the examples within Percel were 
given solely for the purpose of illustration and were not to be construed as being limiting 
to their invention since many variations are possible without departing from the spirit 
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and scope of the invention. Lastly Eudragit L is soluble above pH 6, as applicants are 
aware a pH that is less than 7 is acidic, thus since Edragit L is soluble at a pH greater 
than 6 but less than 7 it is soluble at acidic pH. As evidence the examiner relies upon 
the teachings of Kotagale at al. (Pharmaceutical Development and Technology, 2009, 
pp 1-7), which clearly states that Eudragit L is soluble above pH 6, see page 2 second 
paragraph, left column. 

Claims 15-17,19-20,23-28 and 40-41 are rejected under 35 U.S.C. 102(b) as 
being anticipated by Holt et al. (WO 00/30617), for the reasons set forth in the previous 
office action filed 02/27/2009. 

Claims 15-28 and 40-41 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Holt et al. (WO 00/30617), for the reasons set forth in the previous 
office action filed 02/27/2009. 

The rejection of new claims 40-41 was necessitated by applicant's amendment. 
As described in the previous office action Holt teaches the use of Eudragit E type of 
polymers, from applicant's specification Eudragit E is a polymer that is soluble in IN 
HCI. See pag 5 lin 24-26. 

Applicants assert that Holt only exemplifies ethyl cellulose in combination with 
HPMC, HPMC applicants purport is a well known water soluble polymer and is now 
excluded from the first layer do to their transitional phrase "consists essentially of 
ethylcellulose. 

The relevance of this assertion is unclear. Clearly Holt describes the use of 
ethylcellulose as a material to be used as the spacer layer, the reference never states 
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that ethylcellulose must be present in a blend. Wliile Holt may have had examples 
where ethylcellulose was used in combination with other polymers including HPMC and 
PVR, the examples within Holt were given solely for the purpose of illustration and were 
not to be construed as being limiting to their invention since many variations are 
possible without departing from the spirit and scope of the invention. Furthermore the 
transitional phrase "consisting essentially of" which limits the scope of a claim to the 
specified materials or steps "and those that do not materially affect the basic and novel 
characteristic(s)" of the claimed invention would not preclude additional polymers such 
as PVP and HPMC from being present unless they materially affected the basic or novel 
characteristic of the claimed invention. The examiner does not agree that PVP or HPMC 
are excluded due to the transitional phrase "consisting essentially of since the 
examples use ethylcellulose as a coating and applicants first claimed layer appears to 
be no more than a coating itself. Thus PVP and HPMC are not seen as affecting the 
characteristic of applicants claimed layer since no unique properties are recited in the 
claim or in applicants arguments in which PVP or HPMC would materially affect the 
layer or coating which contains ethylcellulose. 

Applicants further contend in regards to the 35 U.S.C. 103(a) rejection over Holt 
that it includes ethylcellulose in a laundry list of materials and provides no guidance on 
how to use ethylcellulose alone. 

Once again the relevance of these assertions is unclear. The supposed laundry 
list on page 10 lines 3-7 disclose 1 1 different types of spacing materials, the examiner 
does not consider this to be a large laundry list of ingredients and one of ordinary skill in 
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the art would understand that any of the disclosed materials may be used as a spacing 
layer and know how to apply any of the materials to coat the core. Furthermore 
ethylcellulose would appear to be a more preferred material since its use is exemplified. 
As stated above the reference never recites that any of the spacing materials must be 
used in a blend. "The prior art's mere disclosure of more than one alternative does not 
constitute a teaching away from any of these alternatives because such disclosure does 
not criticize, discredit, or otherwise discourage the solution claimed"... In re Fulton, 391 
F.3d 1195, 1201,73 USPQ2d 1141, 1146 (Fed. Cir. 2004). 

Conclusion 

No claims are allowed at this time. 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP §706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to James W. Rogers, Ph.D. whose telephone number is 
(571) 272-7838. The examiner can normally be reached on 8:30-5:00. 
If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Mike Hartley can be reached on (571) 271-0616. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published 
applications may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through Private PAIR only. For 
more information about the PAIR system, see http://pair-direct.uspto.gov. Should you 
have questions on access to the Private PAIR system, contact the Electronic Business 
Center (EBC) at 866-217-9197 (toll-free). 

/Michael G. Hartley/ 

Supervisory Patent Examiner, Art Unit 1618 



